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DETAILED ACTION 

The applicant's response filed 12/19/05 to the Office action has been entered. Claims 1- 
1 1 and 26-29 are pending. 

1. Applicant's arguments with respect to claims 1-7 have been considered but are moot in 
view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. Claims 1-11 and 26-29 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

These claims are drawn to subject matter encompassing the use of a genus of the pro- 
apoptotic cluster, the cytoprotective cluster, the IL-7/17 cluster, the IL-8 cluster, the IL-10 
cluster, the IL-15 cluster, the T cell cluster, the pro-apoptotic gene cluster and cytoprotective 
gene. 

The proper inquiry in the instant situation is: is there a representative number of species 
implicitly or explicitly disclosed, such that one of ordinary skill in the art would understand 
applicant to be in possession of the claimed genus? 
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The only species provided by Applicants useful in carrying out the claimed methods is 
FasL, granzyme B, perforin for the pro-apoptotic cluster, A20 and HOI for the cytoprotective 
gene cluster, IL-7/17 for the IL-7/17 gene cluster, IL-8 for the IL-8 gene cluster, IL-10 for the 
IL-10 cluster, IL-15 for the IL-15 gene cluster, CTLA-4 and RANTES for the T cell gene cluster. 
These species are the one or two <jtf members within the cluster. There is no written description 
regarding these gene clusters. Moreover, the specification discloses that member of these genes 
are not necessarily functionally related to the exemplified genes (See pg. 15, lines 10-32 and pg. 
16, lines 1-8 of the specification). Therefore, the specification does not provide the support for 
these gene clusters. 

Thus, at the time of the invention applicants were clearly not in possession of the genus 
recited in the claims. 

Vas-Cath Inc. v. Mahurkan 19 USPQ2d 1111, makes clear that "applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was 
in possession of the invention. The invention is, for purposes of the 'written description 1 inquiry, 
whatever is now claimed." (See page 1117.) The specification does not "clearly allow persons 
of ordinary skill in the art to recognize that [he or she] invented what is claimed." (See Vas-Cath 
at page 1116.) 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

5. Claims 1-11 and 26-29 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 



\ 
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a. Claims 1-11 and 26-29 are vague and indefinite because it is unclear what is 
encompassed by these gene clusters: "the pro-apoptotic cluster", "the cytoprotective 
cluster", "the IL-7/17 cluster", "the IL-8 cluster", "the IL-10 cluster", "the IL-15 cluster" 
and "the T cell cluster" based upon the description of the specification. Clarification is 



required. 



Summary 



6. No claims are allowable. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joyce Tung whose telephone number is (571) 272-0790. The 
examiner can normally be reached on Monday - Friday, 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571 272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Joyce Tung T T KE Si H0RiJCK . P« D 

March 15, 2006 ^'MARY EXAMINER 

3/^/^ 



